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DETAILED ACTION 

Claim Objections 

1. Claims 20-31 are objected to because of the following informalities: two claims 
numbered 20 appear in application, as well as two claims numbered 27, all subsequent 
claims are assumed as misnumbered. Appropriate correction is required. 

2. Claims 23, 24, and 28-31 are objected to because of the following informalities: 
claim 23, as written, depends on claim 1. Claim 1 is already modified by such a 
limitation from claim 7. Please check for appropriate dependency of claim. Appropriate 
correction is required. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the invention was made. 

3. Claims 1, 4, 10, 20, 21, 25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hooper et al. (US Patent no. 5,257,622). 

In regard to claims 1 and 20, Hooper et al. discloses a coupling process and 
device for an implantable pulse generator 10 and its associated lead 12. The process 
involves insertion of the proximal end of the lead 12 into the connector block 14 of the 
implantable pulse generator 10. The connector block 14 is shown in figure 1, with the 
proximal end of the lead 12 inserted. The surface of the lead 12 connector is effectively 
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mating with the inner surface of the connector block 14. Figure 1 also shows that the 
inner surface diameter of the connector block 14 is larger than the diameter of the lead 
12. A collar 29 is used to fixedly position the lead 12 within the connecting block 14, col 
3 lines 40-48, and can be slidably inserted into the open cavity of the insertion block. 
However, the collar 29 is not slidably engageable with the lead 12. but preformed onto 
the lead 12, col 3 line 18. Therefore it would have been obvious to one of ordinary skill 
in the art at the time the invention was made to devise such a connector assembly for 
securing an implantable medical lead with an implantable stimulation device since 
Hopper et al have described the essential structure of the device. Further, it would have 
been obvious to one of ordinary skill in the art to use a collar to allow for small insertion 
forces and large removal forces, regardless if the collar was integrally fixed to the lead 
or "slidable engageable" since it has been held that constructing a formerly integral 
structure in various elements involves only routine skill in the art. Nen/vin V. Eriichman, 
168 USPQ 177, 179. 

In regard to claims 4 and 21, in figure 2, the collar 29 is shown as being tapered. 

In regard to claims 10 and 25, the collar 29 is shown as being tapered, and used 
with a retention ring 1 1, col 2 lines 58-59. 

4. Claims 5 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hooper et al. (US Patent no. 5,257,622) in view of Appling et al. (US Patent no. 
5.651,776). 

In regards to claims 5 and 22, Hooper et al. substantially describes the invention 
as claimed except for the threads on the header for engaging the collar. Appling et al. 
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discloses a luer-type connector, which is similar to the structure on the instant invention. 
The connector described by Appling et al. has a hub 12, stem 14, and a collar 16. The 
hub 12 has thread 36 and 38, which engage, with the threads 32 and 24 of the collar 16. 
Therefore it would have been obvious to one of ordinary skill in the art at the time 
invention was made to combine the above references because threaded surfaces allow 
for a full sealing of the two components and for a "quick-connect/disconnect" of the 
components. 

5. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hooper et 
al. (US Patent no. 5,257,622) in view of Carson (US Patent no. 6,377,856). 

Hooper et al. substantially described the invention as claimed except for the 
isodiametric property of the lead. Carson describes a method for implanting a medical 
lead in which it is taught that the lead exhibits an isodiametric shape, col 5 lines 10-11. 
Therefore it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have a lead with out a changing in diameter since it was known 
in the art that the diameter of a lead is uniform. 

6. Claims 7 and 23 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hooper et al. (US Patent no. 5,257,622) in view of Belden et al. (US Patent no. 
6,968,235). 

In regards to claims 7 and 23, Hooper et al. substantially describes the invention 
as claimed except for the sleeve for insertion into the header lumen. Belden et al. 
describes a mechanism for interconnecting electrical leads to an implantable medical 
device. The mechanism described by Belden et al. uses a protective sleeve 128 around 
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a lead 122 with a locking mechanism 164 that fits snugly into internal lock 168 of 
connector block 12, col 9 lines 10-15. Therefore it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to encase the electrical lead 
in a protective sleeve for insertion into the header to provide additional sealing to 
prevent ingress of body fluids into the header. 

7. Claims 16 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hooper et al. (US Patent no. 5,257,622) in view of Julian (US Patent no. 
5,489,225). 

In regards to claims 16 and 27, Hooper et al. substantially describes the device 
as claimed except for the use of the 0-ring. Julian describes terminal for connecting an 
electrical lead connector pin to an implantable medical device such as a defibrillator, col 
4 lines 26-28. A header 66 has a cavity for a lead connector 60 in which an 0-ring seal 
56 and 0-ring groove 58 are utilized, col 6 lines 31-37. Therefore it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to use an 
0-ring as part of the connector in order to better prevent intrusion of body fluids into the 
electrical connector space. 

Allowable Subject Matter 

Claims 2, 3, 8, 9, 11-15, 17-20, 24, 26, and 28-31 are objected to as being 
dependent upon a rejected base claim, but would be allowable if rewritten in 
independent form including all of the limitations of the base claim and any intervening 
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claims. The structure of the limitations recited in the claims objected to above is not 
described nor taught, alone or in combination, in the prior art made of record. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Ley et al. (US Patent no. 6,912,423) describes a connector for an 
electrophysiological device. Fitoussi et al (US Patent no. 6,332,633) describes a luer- 
type connector. Paul et al. (US Patent no. 6,112,121) describes a connector for a 
medical lead on an implantable medical device, which gives a positive indication of 
engagement. Giurtino et al. (US Patent no. 5,252,090) describes a self-locking 
connector between an implantable medical device and a lead. Utterberg (US Patent no. 
5,047,021) describes a quick connect luer lock for a medical fitting. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian T. Gedeon whose telephone number is (571) 272 
3447. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert E. Pezzuto can be reached on (571) 272 6996. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Brian T. Gedeon 
Patent Examiner 
Art Unit 3766 




Supen/isory Patent Examiner 
Art Unit 3766 



BTG 



